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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
(Attorney Docket No. 011738.00029) 



In re U.S. Patent Application of : Petersen 



Group Art Unit: 3763 



Application No. 09/945,471 



Examiner: Catherine S. Williams 



Filed: August 30, 2001 



Confirmation No. 3237 



For: Method for Convection Enhanced ) 
Delivery Catheter to Treat Brain and ) 
Other Tumors ) 

APPLICATION FOR PATENT TERM ADJUSTMENT UNDER 37 C. F. R. S 1.705(b) 

MS: Issue Fee 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 



Applicant respectfully applies for reconsideration under 35 U.S.C. § 154 (b) and 37 C.F.R. 
1.705(b) of the patent term adjustment indicated in the notice of Determination of Patent Term 
Adjustment ("Notice") mailed March 23, 2003, in the above-captioned application. The Notice set 
the term adjustment at 60 days. However, Applicant respectfully submits that such a determination 
is not correct and that the proper term adjustment is 125 days. 

The Commissioner is authorized to charge the requisite fee pursuant to 37 C.F. R. 1 . 1 8(e) to 
deposit account 19-0733. A statement of facts begins on page 2 of this filing. 



Dear Sir: 



08/20/2005 tlBERHEl 00000083 190733 09945471 



01 FCS1455 



B00»00 Dft 



In Re: Application of Daryl Lee Petersen 
Application No, 09/945,471 

Statement of Facts: 

1. Applicants filed application serial number 09/945,471 on August 30, 2001 . See exhibit 1, 
which is a copy of the official filing receipt. 

2. A first non-final Office Action was mailed (June 4, 2003) 2 1 7 days after expiration of the 14 
month time period for mailing a notice imder 35 U.S.C. § 132 set forth in 35 U.S.C. § 
154(b)(l)(A)(i)(I) and 37 C.F.R. §L702(a)(l). Applicant agrees with the Patent Office's 
account of 217 days. See exhibit 2, which is a copy of the first non-final Office Action. 

3. Applicant replied to the first non-final Office Action on October 6, 2003. Applicant agrees 
with the Patent Office's account of 32 days delay between the first non-final Office Action 
and Applicant's response to the first non-final Office Action. 

4. A second non-final Office Action was mailed on January 1 5 , 2004. See exhibit 3 , which is a 
copy of the second non-final Office Action. 

5. Applicant replied to the second non-final Office Action on May 1 3 , 2004. Applicant agrees 
with the Patent Office's account of 28 days delay between the second non-fmal Office Action 
and Applicant's response to the second non-final Office Action. 

6. A third non-final Office Action was mailed on August 1 1 , 2004. See exhibit 4, which is a 
copy of the third non-final Office Action. 

7. Applicant replied to the third non-final Office Action on December 13, 2004. Applicant 
agrees with the Patent Office's account of 32 days delay between the third non-final Office 
Action and Applicant's response to the third non-final Office Action. 

8. William J. Allen, Reg. No. 5 1 ,393, attomey for Applicant, spoke with Examiner Catherine S. 
Williams on February 1 1 , 2005. During that conversation, Examiner Williams stated that the 
case would be allowed upon the filing of a terminal disclaimer over 09/945,472 (filed August 
30, 2001, now U.S. Patent Number 6,893,429, issued May 17, 2005). 

9. Prior to the February 1 1* conversation with Examiner Williams, a terminal disclaimer was 
not required nor requested to be filed in the application. Nor was a rejection or objection 
issued in any Patent Office commxmication for which a terminal disclaimer would be an 
appropriate response. 

10. In response to Examiner Williams statement, a terminal disclaimer was filed on February 16, 
2005. Please see exhibit 5, which is a copy of the terminal disclaimer. 
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In Re: Application of Daryl Lee Petersen 
Application No. 09/945,471 

11. The Patent Term Adjustment calculation shows a 65 day delay between Applicant's 
December 13, 2004 response and the filing of the terminal disclaimer on February 16, 2005. 
See exhibit 6, which is a copy of the Patent Term Adjustment calculation. 

Point To Be Reviewed 

According to the original Patent Term Adjustment calculation, the total patent term adjustment is 
60 days, but the correct mmiber of days should 125. Applicant respectfully submits that the 65 day 
delay between Applicant' s December 1 3 , 2004 response and the filing of the terminal disclaimer on 
February 1 6, 2005 is in error. Applicant submits that the terminal disclaimer was filed on February 
1 6, 2004, only five days after such a requirement was presented to Applicant. Therefore, the total of 
the APPL days should be 92 days (not 157 days as indicated) bringing the Total PTA to 125 days. 

Action Requested 

Applicant respectfully requests that this application under 37 CFR § 1.705 (b) be accepted 
and that 65 days be added to the originally listed patent term adjustment of 60 days that issues from 
this application. Therefore, above-mentioned application should receive a patent term adjustment of 
125 days. 



Respectfully submitted, 



Date: June 16,2005 




Registration No. 51,393 
Banner & Witcoff, Ltd. 
10 South Wacker Drive 
Suite 3000 

Chicago, Illinois 60606 
Telephone: 312-463-5000 
Fax: 312-463-5001 
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Commissioner for Patenhs 
United States Patent and Trademark Office 
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www.uspto.gov 



^ ty , —I www.uspto.gw 

i'^TE I GRP A^^NIT | RL FEE REC'D |aTTY.DOCKET.NO| DRAWINGS | TOT CLAIMS | IND CLAIMS | 

l2dbi^&DS^63 1382 11738.00029 5 44 6 



I RUNG 

08/30/20 



22908 

BANNER & WITCOFF, LTD. 
TEN SOUTH WACKER DRIVE 
SUITE 3000 
CHICAGO, IL 60606 



CONFIRMATION NO. 3237 
FILING RECEIPT 

III 



*OC000000006844560* 



Date Mailed: 10/04/2001 



Receipt IS acknowledged of this nonprovlsional Patent Application. It will be considered in its order and you will be 
notified as to the results of the examination. Be sure to provide the U.S. APPLICATION NUMBER FILING DATE 
NAME OF APPLICANT, and TITLE OF INVENTION when inquiring about this application. Fees transmitted by 
check or draft are subject to collection. Please verify the accuracy of the data presented on this receipt If an 
error is noted on this Filing Receipt, please write to the Office of Initial Patent Examination's Customer 
Service Center. Please provide a copy of this Filing Receipt with the changes noted thereon. If you 
received a "Notice to File Missing Parts" for this application, please submit any corrections to this Filing 
Receipt with your reply to the Notice. When the USPTO processes the reply to the Notice, the USPTO will 
generate another Filing Receipt incorporating the requested corrections (if appropriate). 



Applicant(s) 



Daryle Lee Petersen, Eagan, MN; 



Domestic Priority data as claimed by applicant 
Foreign Applications 

If Required, Foreign Filing License Granted 10/03/2001 
Projected Publication Date: 03/06/2003 
Non-Publication Request: No 
Early Publication Request: No 




Title 



Method for convection enhanced delivery catheter to treat brain and other tumors 



Preliniinaiy Class 
604 



LICENSE FOR FOREIGN FILING UNDER 



Page 2 of 2 

Title 35, United States Code, Section 184 
Title 37, Code of Federal Regulations, 5.11 & 5.15 

GRANTED 

The applicant has been granted a license under 35 U.S.C. 184, if the phrase "IF REQUIRED, FOREIGN FILING 
LICENSE GRANTED" followed by a date appears on this form. Such licenses are issued in all applications where 
the conditions for issuance of a license have been met, regardless of whether or not a license may be required as 
set forth in 37 CFR 5.15. The scope and limitations of this license are set forth in 37 CFR 5.15(a) unless an earlier 
license has been issued under 37 CFR 5.15(b). The license is subject to revocation upon written notification. The 
date indicated is the effective date of the license, unless an earlier license of similar scope has been granted 
under 37 CFR 5.13 or 5.14. 

This license is to be retained by the licensee and may be used at any time on or after the effective date thereof 
unless it is revoked. This license is automatically transferred to any related applications(s) filed under 37 CFR 
1.53(d). This license is not retroactive. 

The grant of a license does not in any way lessen the responsibility of a licensee for the security of the subject 
matter as imposed by any Government contract or the provisions of existing laws relating to espionage and the 
national security or the export of technical data. Licensees should apprise themselves of current regulations 
especially with respect to certain countries, of other agencies, particularly the Office of Defense Trade Controls, 
Department of State (with respect to Arms. Munitions and Implements of War (22 CFR 121-128)); the Office of 
Export Administration, Department of Commerce (15 CFR 370.10 (j)); the Office of Foreign Assets Control, 
Department of Treasury (31 CFR Parts 500+) and the Department of Energy. 

NOT GRANTED 

No license under 35 U.S.C. 184 has been granted at this time, if the phrase "IF REQUIRED, FOREIGN FILING 
LICENSE GRANTED" DOES NOT appear on this form. Applicant may still petition for a license under 37 CFR 
5.12, if a license is desired before the expiration of 6 months from the filing date of the application. If 6 months 
has lapsed from the filing date of this application and the licensee has not received any indication of a secrecy 
order under 35 U.S.C. 181, the licensee may foreign file the application pursuant to 37 CFR 5.15(b). 
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Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Application No. 

09/945,471 



Examiner 

Catherine Serke 



jp!!cant(s) 



PETERSEN. DARYLE LEE 



Art Unit 

3763 



The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is spedfied above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)n Responsive to communication{s) filed on . 

2a)n This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) S Claim(s) 1-44 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 1-14,16.19-38,43 and 44 is/are rejected, 

7) ^ Claim(s) 15,17.18 and 39-42 is/are objected to, 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) 0 The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No, . 



3,n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application), 
a) □ The translation of the foreign language provisional application has been received. 

15) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 



1) M Notice of References Cited (PTO-892) 

2) n Notice of Draftsperson*s Patent Drawing Review (PTO-948) 

3) ^ Infonnation Disclosure Statement(s) (PTO-1449) Paper No(s) 2 . 



4) n Interview Summary (PTO-413) Paper No(s). 

5) m Notice of Informal Patent Application (PTO-1 52) 

6) n Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 4 



Application/Control Number: 09/945,47 1 Page 
Art Unit: 3763 

DETAILED ACTION 
Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-10 and 21-34 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 recites the limitation "the diffusion section" in line 6. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim 6 recites the limitation "the diffusion section" in line 6. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim 21 recites the limitation "the diffusion section" in line 9. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim 28 recites the limitation "the diffusion section" in line 8. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 



Application/Control Number: 09/945,471 Page 3 

Art Unit: 3763 

Claims 1-14,16,19-20,35-38 and 43-44 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ward (US Pat#s 5,713,923 and 5,978,702). 

Ward discloses techniques of treating epilepsy that include identifying the site, selecting 
at least one or two catheters with a microporous section, placing the catheters in the organism, 
coupling the catheters to a pump, and actuating the pump. See figures 1 and 6. Each end of the 
microporous sections is connected to an end of a solid catheter section. See figure 6. This 
results in a solid cross section through any part of the distal region. The sold tube may be made 
from a radiopaque material. The pump may be implantable or external. 

Allowable Subject Matter 

Claims 15, 17-18 and 39-42 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 

Claims 21-34 would be allowable if rewritten or amended to overcome the rejection(s) 
under 35 U.S.C. 112, second paragraph, set forth in this Office action. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Catherine Serke whose telephone number is 703-308-4846. The 
examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on 703-308-3552. The fax phone numbers for the 



r 



Application/Control Number: 09/945 ,47 1 Page 4 

Art Unit: 3763 

organization where this application or proceeding is assigned are 703-872-9302 for regular 
communications and 703-872-9303 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-2192. 



Catherine Serke d^. 
June 2, 2003 



BRIAN L- GASLER 
SUPERVISORY P^Jm m-MMEB 
TECHiWLOGY CENTER 3700 
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" The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)K Responsive to communication(s) filed on 06 October 2003 , 
2a)\3 This action is FINAL. 2b)S This action is non-final. 

3) n Since this application is in condition for allowance except for fonmal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) S Claim(s) 2-5. 7-10, 15. 17. 19-34 and 39-54 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) S Claimfe) 21-27 and 39-54 is/are allowed. 

6) 13 Claim(s) 2-5. 7-10. 15. 17, 19-20 and 28-34 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)D accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
1 !)□ The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f), 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
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DETAILED ACTION 



The indication of allowable subject matter with regard to claims 15 and 17-18 has been 
withdrawn. A new rejection on the merits to those claims appears below. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1 (2) of such treaty in the English language. 



Claims 15, 17, 20, 28, 30-32 and 34 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Massengale (US Pat# 6,626,885). 

Massengale discloses a catheter for uniform delivery of medication that includes either 
expressly or inherently the method steps of identifying the selected sites for delivering the 
therapeutic agent; selecting a catheter having a tubular section, the tubular section including a 
solid section and at least two diffusion sections (figure 6; three sections each including a port 
#356), the at least two diffusion sections longitudinally aligned from a distal end corresponding 
to the selected sites (see figure 16; longitudinal arrangement of three ports #356); and placing the 
catheter in the organism so that the at least two diffusion sections are placed at the selected sites. 
The tubular section further includes an outer wall and an inner wall, the outer wall having at least 
one opening (see figure 16; #356) within each of the at least two diffusion sections through to the 
inner tubular wall, the inner tubular wall lined with a microporous membrane (see figure 16). As 



Claim Rejections - 35 USC §102 
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shown in figure 16, the outer surface of the microporous membrane has a interference fit with the 
inner surface of the tubular wall The catheter is connected to a pump. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 2-4 and 7-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ward 
(US Pat#s 5,713,923 and 5,978,702) in view of Elsberry (US Pat# 6,093,180). 

Ward discloses techniques of treating epilepsy that include identifying the site (see 3:20- 
24), selecting at least one or two catheters with a microporous section (see 4:49-51), placing the 
catheters in the organism, coupling the catheters to a pump, and actuating the pump. See figures 
1 and 6. Each end of the microporous sections is connected to an end of a solid catheter section. 
See figure 6. This would result in a solid cross section through any part of the distal region. The 
solid tube may be made from a radiopaque material (see 4:32-36). The pump may be 
implantable (see 4:46-48), 

Ward fails to disclose a solid catheter tip. However, Elsberry which is incorporated by 
reference into both Ward patents discloses a solid catheter tip. A radiopaque marker tip (46) is 
shown in figure 4. The rounded surface (46) of the tip provides a profile for minimizing tissue 
disruptions during insertion. 
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At the time of the invention, it would have been obvious to incorporate the rounded solid 
tip of Elsberry into the invention of Ward. All three devices are analogous in the art and with the 
claimed invention; therefore, a combination is proper. Additionally, both Ward references 
incorporate by reference the Elsberry patent. Finally, the motivation for the incorporation would 
have been to provide the device of Ward with a rounded distal tip to minimize tissue disruptions 
during insertion in order to enhance the safety of the patient. 

Claims 5 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ward 
(US Pat#s 5,713,923 and 5,978,702) in view of Elsberry (US Pat# 6,093,180). 

Ward in view of Elsberry meets the claim limitations as described above but fails to 
include an external pump. 

At the time of the invention, it would have been obvious to substitute the implantable 
pump with an external pump. Indwelling catheters with external pumps are well known in the 
art and are used in applications that require a large amount of fluid/drug infusions. The 
motivation for substituting an external pump would have been in order to broaden the application 
of the device to patients who require large volumes of drug infusion. 

Claims 15, 17, 20, 28, 30-32, 34 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Deniega et al (US Pat# 6,350,253). 

Deniega discloses a catheter for uniform delivery of medication that includes either 
expressly or inherently the method steps of identifying the selected sites for delivering the 
therapeutic agent (see 6:25; wound area); selecting a catheter having a tubular section, the 
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tubular section including a solid section and at least two diffusion sections (figure 6; three 
sections each including a port #56; see figure below), the at least two diffusion sections 
longitudinally aligned from a distal end corresponding to the selected sites (see figure 6; 
longitudinal arrangement of three ports #56); and placing the catheter in the organism so that the 
at least two diffusion sections are placed at the selected sites (see 4:25-28). The tubular section 
further includes an outer wall and an inner wall, the outer wall having at least one opening (see 
figure 6; #56) within each of the at least two diffusion sections through to the inner tubular wall, 
the inner tubular wall lined with a microporous membrane (see figure 6). As shown in figure 6, 
the outer surface of the microporous membrane has a interference fit with the inner surface of the 
tubular wall. The catheter is connected to a fluid reservoir (34) for both low and high pressure 
fluid delivery (see 9:60-63). 



Diffusion Sections 




Deniega fails to disclose coupling the catheter to a pump and actuating the pump. At the 
time of the invention, it would have been obvious to substitute a pump for the fluid reservoir of 
Deniega. Deniega does disclose that high pressure fluid may be introduced into the catheter and 
it is well known in the art to use externally placed pumps to create a high pressure fluid flow into 
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an indwelling catheter. In order to create a high pressure flow with the device of Deniega, as 
disclosed, the reservoir would either have to be raised in order to increase the effects of gravity 
or some external pressure would have to be exerted on the contents of the reservoir, e.g. 
compressed air. Substituting an externally placed pump would create this high pressure fluid 
flow (as desired by Deniega; see 3:37-41; 3:54-57 and 9:60-63) without additional manipulation 
to the reservoir. The motivation to substitute a pump for the reservoir would be an obvious 
design substitution in order to enhance the performance of the device by using a known part 
(pump) for the known function of that part (high pressurize fluid flow). 



Claims 19 and 33 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Deniega et al (US Pat# 6,350,253) in view of Ward (US Pat#s 5,713,923 and 5,978,702). 

Deniega meets the claim limitations as described above but fails to include an 
implantable pump. However, Ward, as described above, includes an implantable pump (see 
4:46-48). 

At the time of the invention, it would have been obvious to substitute an implantable 
pump for the obvious pump of Deniega (as described above). It is well known in the indwelling 
catheter art that external pumps are cumbersome for active patients. Implantable pumps 
connected to indwelling catheters are well known in the art and are commonly used to enable a 
patient undergoing medical treatment (long term drug infusion) to be mobile. The motivation for 
substituting an implantable pump as taught by Ward would have been in order to provide a 
known solution for a known problem in the art. 
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Claim 29 are rejected under 35 U.S.C. 103(a) as being unpatentable over Deniega et al 
(US Pat# 6,350,253) in view of Ward (US Pat#s 5,713,923 and 5,978,702). 

Deniega meets the claim limitations as described above but fails to include an the solid 
tubular section comprising a radio opaque material. However, Ward, as described above, 
includes the tubular body having a radiopaque material (see 4:32-36). 

At the time of the invention, it would have been obvious to incorporate a radio opaque 
material in to the tubular body of Deniega. Radio opaque catheters are well known in the art and 
are used in order to determine if an indwelling catheter is positioned in a desired treatment area 
of the patient's body. The motivation for incorporating a radio opaque material as taught by 
Ward would have been in order to increase the safety to the patient from a misplaced catheter. 



Allowable Subject Matter 
Claims 21-27 and 39-54 are allowed. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Catherine S. Williams whose telephone number is 703-308-4846. 
The examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on 703-308-3552. The fax phone numbers for the 
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organization where this application or proceeding is assigned are (703) 872-9306 for regular 
communications and (703) 872-9306 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-2192, 



Catherine Serke Williams ^zs^ , 
January 8, 2004 
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DETAILED ACTION 

The indicated allowability of claims 21-27 and 39-54 is withdrawn in view of the 
newly discovered reference(s) to Odland (US Pat# 6,030,358) and GB 1567122. 
Rejections based on the newly cited reference(s) follow. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AIPA 35 U.S.C. 102(e)). 

Claims 21-27 and 39-54 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Odh ^ (US Pat# 6,030,358). Odland discloses a microcatheter and method fc 
specific site therapy. The reference teaches two catheters (90); the catheters having a 
tubular section with a solid section (see figure 7 and 9:30-32) and at least two diffusion 
sections (43); the two diffusion sections are longitudinally aligned (see figure 7); a 
manifold (126 see figure 15 and 9:62-10:13); and a pump (10:6). The catheter includes 
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an outer tubular wall and an inner tubular wall (42) where the inner tubular wall is lined 
with a microporous membrane (22). The outer around of the microporous membrane has 
an interference fit with the inner tubular wall of the outer tubular wall See figure 4 and 
8:7+. The pump is shown as an external pump but may be implantable. See 1 1 :9-l 1. 
The catheter may be radioopaque. See 10:29-32. 

The claims additionally recite the steps of "identifying the selected sites"; 
"selecting two catheters"; "placing each catheter in the organism"; "connecting the 
proximal end of the catheter to a manifold"; and "actuating the pump". While these steps 
are not recited verbatim in the text of the reference, they are steps that are necessary for 
carrying out the proper functioning of the prior art device. Without each of these steps 
being performed, the prior art device as taught cannot be used and Sanction as specified. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 2-5 and 7-10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Odland in view of GB \ 567122. Odland meets the claim limitations as described 
above but fails to include the tubular section of the catheters having ahemating solid and 
microporous membrane sections with the tubular section having a substantially uniform 
diameter. 
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However, '122 discloses a catheter with an alternating solid and microporous 
sections with a solid distal tip (30). See figure 3. The tip is specified as being closed but 
is depicted with the same cross hatchings as the solid sections 10 so the tip (30) is also 
construed as being solid. The design and configuration of the catheter is for ease of 
insertion into a selected site. See page 2 lines 45-49. 

At the time of the invention, it would have been obvious to substitute the catheter 
arrangement (42 and 22) of Odland with the catheter of ' 122. Both catheter designs are 
for ease of insertion into a patient. Additionally, both catheters have a tubular section 
with solid portions and porous sections for the transfer of fluid. The motivation for the 
substitution of the '122 catheter into the device of Odland would have been to simplify 
the catheter design by providing a streamline catheter design (one catheter tube) for the 
two tube arrangement of Odland. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Catherine S. Williams whose telephone number is 703- 
308-4846. The examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be cached on 703-308-3552. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 



Catherine S. Williams (t^. 
August 9, 2004 
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1.10 on the date indicated above and is addressed to: Commissioner for Patents, Mail Stop 
PETITIONS, P.O. Box 1450, Alexandria, Virginia 22313-1450 
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